Uliculniuvlicu wupy

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, kancyiibl ¢ MoaARGHUAPOBAHHEIM BeicBOGOKRACHHEM, 30 Mr+20 mr

Batch No.: / Cepua Ne:  B2302616 Batch Quantity: / O6bem maptuu: 1250000 NO
A.R. No.: / AnannTrueckuii oT4eT Ne: Date of Analysis: / lata ananu3sa: 31-08-2023
2002FP23002044

Efg. date: / JlaTa npon3BoacTBa: 07/2023 Exp. date: / Cpok roanocrn: 06/2026

Analysis performed according ND / Anaau3s nposexen no HJI: JI1-003998-301220

S.No/

No Test / Tecr

Result / PezyabTat

Specification / Ciennduxanus

1 Description /Onucanue

‘1’ size hard gelatin capsule with
clear transparent cap and body
having ““ Y” and “DR.REDDY'S”
printed in black ink on the cap and
“OMEZ-DSR” printed in red ink on
the body of capsule containing
white and brown spherical pellets. /

Teepasie JKENaTUHOBBIC
npo3pauHble OECLBETHbIC KariCyJibl
pazmepa | ¢ MapKMpOBKOH 4epHOTO
1[BEeTa

®
« Y

DR. REDDY’S» Ha
KpBIIICUKe KarcyJibl U
MapKUpOBKOM  KpacHOro  IBeTa
«OMEZ-DSR» Ha Kopmnyce
Kancynpl. Copepkumoe — KancyJ:

cepuueckue nemiersl 6enoro H
KOPHYHEBOIO 1{BETA.

‘1> size hard gelatin capsule with clear
transparent cap and body having “Y
and “DR.REDDY'S” printed in black ink on
the cap and “OMEZ-DSR” printed in red
ink on the body of capsule containing
white to grayish-white and brown to
yellowish brown spherical pellets. /

Teepapie
HecupeTHble
MapKHPOBKOMN

« 7Y DR. REDDY’S» Ha KpBIIIICYKE
KarcyJbl U MapKHPOBKOW KpacHOro usera
«OMEZ-DSR» Ha KopIIyce KamcyJbl.
Comepxxumoe  Kancynln:  cdepudeckue
MeJUIETE! OT OeoT0 O cepoBaTo-6enoro u
OT  KOPMYHEBOrO  [IO0  JKeJITOBaTO-
KOPUYHCBOT'O LIBETA.

JKEJIaTUHOBBIE  TIpO3pavyHbIe
Kkancysnbl  pasmepa 1 ¢
UEPHOro uBeTa

2 Identification /
ITogaunHOCTH
Omeprazole and
Domperidone (By HPLC)
/ Omenpazon 1
Homnepuaon (BIXKX)

The retention times of the main
peaks in the chromatogram of the
sample preparation correspond to
retention times of Omeprazole and

Domperidone  peaks in  the
chromatogram of the standard
preparation under

assay. 1/ 1BpemeHa ynep KUBaHHUsA

OCHOBHBIX TIMKOB Ha
XpoMaTorpaMme UCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT
BpeMEHaM  YAEpPXKMBAaHUSl  TMKOB

oMernpazona W AOMIEpPUAOHA Ha
XpoMaTorpaMme CTaH/IapTHOTO
pacTBopa (pa3men
«KonuuecTaenHoe onpeneseHne).

The retention times of the main peaks in
the chromatogram of the sample
preparation should comply with retention
times of Omeprazole and Domperidone
peaks in the chromatogram of the standard
preparation under assay. / Bpemena

YOCPKUBAHWS  OCHOBHBIX IIMKOB  Ha
XpoMaTorpaMme HCHBITYEMOI'O pacTBOpa
JOJDKHBI  COOTBETCTBOBATH  BPEMEHaAM
yOEp)KUBaHUS THKOB OMENpasoja H
JOMIIEpUIOHA Ha XpOMAaTorpamMmme
CTaHIapTHOTO pacTBopa (pazzen

«KonuuecTBeHHOE OPEASIIEHNEN).

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykr cooTBeTcTBYET TpeboRaHmUaM HJ[

Opinion : APPROVED
3axmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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UILCUIILUHEU WUy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancy bl ¢ MOAHGHIMPOBAHHLIM BbICBOGOXKAeHHEM, 30 MIr+20 mr

Batch No.: / Cepns Ne:

B2302616

Batch Quantity: / O6sem maptun: 1250000 NO

A.R. No.: / Anaantudecknii oruer Ne:
2002FP23002044

Date of Analysis: / /laTa anaymsa: 31-08-2023

E'fg. date: / lara npousBoacrsa:

07/2023 Exp. date: / Cpok rogHocTu: 06/2026

Analysis performed according ND / Anaans nposeen no HJL: JIT1-003998-301220

i:(}VO / Test / Tect Result / Pesyabrar Specification / Ciennduxanus

3 | Average weight of the 368.52 mg / 368,52 Mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpegnsas 369,0 mr £ 10 % (ot 332,1 mo 405,9 mr)
mMacca coJepKHMOoro
Kancy.Ja

4 |Water /Bona 1,3% w/w / 1,3% Not more than 4.0 % w/w / He 6onee 4,0

%
5 |Uniformity of dosage units / OquopoanocTs J03HPOBAHHS

Omeprazole / 51/5,1 The acceptance value (AV) should be

Omenpazon less than or equal to 15.0 / [TokazaTens
npueMineMocTd (AV) nomkeH ObITh He
oonee 15,0.

Domperidone / 10.1/10,1 The acceptance value (AV) should be

JomnepunoH

less than or equal to 15.0 / TTokazaTens
npuemiieMocTH (AV) noymkeH ObITh He
6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr cooTReTcTBYET TpeOoranusaM HJ[

Opinion : APPROVED
3akmrouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 7




vnicuiiunvicu wupy

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product: Omez DSR, modified-rel

ease capsules, 30 mg+20 mg /

pogykr: Omes® JICP, kaucyibl ¢ MoAu¢GpHIAPOBAHHBIM BLICBOOOK/ICHHEM, 30 mr+20 mr

Mfe, date: / JlaTta nponsgo/icrea:

Batch No.: / Cepus Ne;  B2302616 Batch Quantity: / O6sem maprun: 1250000 NO
A.R. No.: / Auanuruuccknii oruer Ne: Date of Analysis: / laTa ananm3a: 31-08-2023
2002FP23002044

07/2023 Ixp. date: / Cpok rogHocTH: 06/2026

Analysis performed according ND / Auasans nporejien no HJI: J1T1-003998-301220

;-FO / Test / Tect Result / PesyapTar Specification / Ciennguxanus
6 |Related substances / PoacTBennbie npumMecu
Omeprazole / 0.01% /0,01%
Omenpazona: Not detected / He obHapyxeHa
. 0.02% /0,02% Not more than 0.50 % / He 6onee 0,50 %
Imp urity I/ npumecs 1 Not detected / He o6Hapy»keHa Not more than 0.50 % / He Gosee 0,50 %
Impurity 2 / npumeck 2 ) 0 e o
Impurity 3 / npumecs 3 o Not more than 0.50 % / He Gonee 0,50 %
. Less than Limit of Detection (LOD |Not more than 0.50 % / He Gonee 0,50 %
Impurity 4 / npumecs 4
X = 0.003%) / Hwxe npenena Not more than 0.50 % / He Gouee 0,50 %
Impurity 5 / npumecs 5 6 exma (TIO = 0,003%)
Domperidone / OOHARYACHAA ’ 5
Homnepudona: 0.03% / 0,03% Not more than 0.50 % / He Gonee 0,50 %
Impurity A / npumecs A
: Not detected / He 06Hapy»xeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity B / mpumecs B o 0
Impurity C / ipumecs C Not more than 0.50 % / He 6osee 0,50 %
. Less than LOQ (LOQ = 0.012%) /|Not more than 0.50 % / He 6onee 0,50 %
Tmpurity D / npumecs, D . o
hmpusity F fimpusecs B Hmwke mnpenena xomudectBerHoro|Not more than 0.50 % / He 6oxee 0,50 %
onpeneneHus (ITKO = 0,012%)
Eﬁgiiﬁ;“l‘l‘l"fr‘ﬁ;  Thogag 0-09% /0,09% Not more than 0.20 % / He Goree 0,20 %
P Less than LOQ (LOQ = 0.013%) /
eTUHUYHAS
HeWIeHTHdMMpPOBaHHAs Huxe npeaena KonM4eCTBEHHOTO
onpeaeneuna (J1IKO = 0,013%)
npUMech
. - Not detected / ne obHapyxeHa
Total
CO I\jM;n;p uljﬁise; Not more than 2.5 % / He 6onee 2,5 %
VAR 0.2%/0,2%
7 |Residual solvents/ OcTaTounbie OpranH4ecKHe PACTBOPUTEH
Methanol / 11 pg/caps / 11 mxr/kancyna Not more than 1107 pg per capsule /
MetaHon He 60nee 1107 MKT Ha KamncyJay
o detestedii ne ooHApSakena Not more than 221 pg per capsule /
Methylene chloride / He Gostee 221 MKT Ha KamncyJiy
Merunenxnopu

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboraHmaM H/I

Opinion : APPROVED
3akinwuenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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ulriculnituicu wupy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JICP, xancy.bl ¢ MoanguUHPOBAHHBIM BbICBOO0KAeHHEM, 30 Mr+20 mr

Batch No.: / Cepust Ne:  B2302616 Batch Quantity: / O6wem naptuu: 1250000 NO
A.R. No.: / AnaamuTnuecknii oraer Ne: Date of Analysis: / laTa ananm3a: 31-08-2023
2002FP23002044

Mfe. datc: / IaTa mpoH3BoACTBA: 07/2023 Exp. date: / Cpok roaHocTH: 06/2026

Analysis performed according ND / Anajn3 nposegen no H/JI: JIT1-003998-301220

S.No /

No Test / Tect

Result / PesyasTar

Specification / Cnennduxamus

8 |Dissolution / PacTBopenne

a) Omeprazole /
Owmenpazon

i. Acid stage (0.1N HCI)
/B 0,1 M pactBope
XJIOPUCTOBOJOPOAHOM
KHCJIOTHI

ii. Buffer stage (pH 6.8
phosphate buffer) /
B 6ydepe pH 6,8

0%, 0%, 0%, 0%, 0%, 1%

96%, 95%, 97%, 93%, 96%, 94%

i. Not more than 15% of the labeled
amount of Omeprazole (C;;HoN;0;S)
is released after 2 hours. / He 6osee 15
% ot dakTHuECKOro conepKaHus
omemnpazona (C;7H;sN30;S) uepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;;HoN;05S)
is dissolved in 30 minutes / He menee
70 % (Q) OT HOMUHAJIBHOTO
coiepxKaHus OMeITIpa3olia
(C|7H|9N3038) qepes 30 mun.

b) Domperidone /
JoMmnepunoH
1sthour / yepe3 1 u
4t hour/ yepes 4 1

8" hour/ uepe3 8 u

12" hour/ uepe3 12 4

24%, 22%, 26%, 23%, 22%, 26%

60%, 60%, 70%, 70%, 60%, 70%

81%, 82%, 91%, 86%, 79%, 90%

90%., 90%, 99%, 94%, 88%, 98%

In 0.1IN HC1/ B 0,1 M pacTtBope
XJIOPHCTOBOIOPOTHOH KHCIIOTL:

Between 15 % and 40 % / ot 15 % no 40
%

Between 30 % and 70 % / ot 30 % no 70
%

Between 55 % and 95 % / ot 55 % 510 95
%

Not less than 70 % / He meHee 70 % of the
labeled amount of Domperidone
(Cy,H,4CINO;) / OT HOMMHAIBHOTO
COZIepPKaHUA TOMIIEPHIOHA
(CooHayCIN;0,)

Remarks : The Product confirms to ND/

ITpumeuanue: [IpoaykT cooTreTcTBYET TpeOoBaHmaM H]T

Opinion : APPROVED
3axkarouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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uvlicurituncu wupy

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Froduct: Omez DSR, modified-release capsules, 30 mg+20 mg /

IpoayxT: Omes® ICP, kancyibl ¢ MOAHGHUHPOBAHHBLIM BbICBODOKACHHEM, 30 Mr+20 mMr

Batch No.: / Cepust Ne:  B2302616 Batch Quantity: / O6sem maprun: 1250000 NO

T.R. No.: / Ananurudeckuii oruer Ne:
2002FP23002044

Date of Analysis: / laTa ananu3sa: 31-08-2023

Mfo. date: / laTa npon3BoacTBa: 07/2023 Exp. date: / Cpok rogHocTu: 06/2026

Analysis performed according ND / Auanus nposegen no HJI: JI11-003998-301220

Specification / Cnenunduxanus

JSVZFO / Test / Tect Result / PesyapTar
9 Assay / KoanyecTpeHHoe onpeeieHue
A. Omeprazole / 19.90 mg/ 19,90 mr
Owmenpazon (99.5%/ 99,5%)
B. Domperidone / 28.94 mg / 28,94mr
JlomnepuaoH 96.5% / 96,5%)

A. Not less than 18.0 mg and not
more than to 22.0 mg of
C17H5N30;3S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr g0 22,0 mr
C7H1yN;05S (omenpazon) B
kancyJse (ot 90,0 ;o 110,0 % ot
HOMMHAJILHOIO CO/IEPXKAHHS).

B. Not less than 27.0 mg and not
more than 33.0 mg of
C22H24CIN502 (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 Mr go
33,0 mr C,,H,,CIN;50,
(aommepugoH) B KancyJje (ot
90,0 no 110,0 % ot
HOMHHAJILHOTO COEPIKAHHSN),

10 |Microbial limits / Mukpo6Hosorayeckas 1MCTOTA

a) Total acrobic microbial Less than 10 CFU/g/
count / O61uee umncio Menee 10 KOE/r
a’poOHBIX
MHKPOOPIaHU3MOB

b) Total combined yeasts Less than 10 CFU/g /
and mould count / Menee 10 KOE/r

OOf1ee 4yucIo
JIPOIKIKEBLIX W
njaecHeBbIX rPHOOB

c) E. coli Absentin 1 g/
OrcytctByerB 11

a) Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Not more than 100 CFU/g/
He 6onee 100 KOE/r

¢) Shall be absent in 1g /
OrcytrcTBUe B L 1

Remarks : The Product confirms to ND/
Ipuameuanne: [Iponykr cooTreTcTRyeT TpeboBanusam HJI

Opinion : APPROVED
3akaiouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Ulivulitunicu wupy

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| IMpoaykT: Omes® JICP, kancy.ibi ¢ MogudpHIHPOBAHHBIM BhICBOhOAKACHHEM, 30 Mr+20 Mr
Batch No.: / Cepust Ne:  B2302616 Batch Quantity: / O6bem mapruu: 1250000 NO
A.R. No.: / AsanuTndeckmii oT4er Ne: Date of Analysis: / lata agaym3sa: 31-08-2023
2002FP23002044
Mfg. date: / JlaTa mponsBoacTea: 07/2023 Exp. date: / Cpok roqHocTH: 06/2026
Analysis performed according ND / Anasnns uposeen no HJL; JII1-003998-301220 ]
S.No / . .
N Test / Teer Result / PesyabTat Specification / Cniennguxanus
11 | Package / YnakoBka 10 capsules in a (PA/AVPVC)|10 capsules in a (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters | foil/aluminum foil blister. 1, 3, 8, 10
and patient information leaflet in a | blisters and patient information leaflet in a
carton. / ITo 10 kancyn B Gnuctepe | carton. / ITo 10 kxamcyn B Grnwcrepe w3
w3 (TTA/AJVTIBX)  doneru /| (TTA/AJU/TIBX) ¢oneru / amomunuesoit
amomunuesoit  poasru.  Ilo 3 | donwru. Tlo 1, 3, 8, 10 6nucrepos Bmecre
GmicTepa BMeCTe € HHCTPYKUMEH | ¢ HHCTPYKUMEH IO IIPUMEHEHHIO B NAYKy
Mo  TNPUMEHEHHIO B  TAa4Ky | KapTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapxuposka | According to ND / B cooreetcraun ¢ HJ{
13 | Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Bbiie 25 °C.
Xpanenne
14 | Shelf life / Cpox 3 years /3 rosa
TO/IHOCTH

Remarks : The Product confirms to ND/
Ipumeuanue: Ipoaykxt cootBeTcTBYeT TpeboBanmam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES

Dr.Reddy’s ‘!‘

Title

B2302616

Document No.
- Version

QUA-FT02-2516
- 1.0, CURRENT

Approved Date

31-Aug-2023

Prepared By

Reviewed And
Approved By

Approved By QA

P00021162 Latha Dasi 31/08/2023
19:46:34

P00034556 V Krishna Nimmakayala|  31/08/2023
20:28:14

P00019846 K Narayana Swamy 31/08/2023
20:34:26




